
3EITPEH TI3BEIIITAJ 3A OCOEWHI/ITN HA JIEKOT

1. I,IME HA JIEK

Humulin R (pacreopnun) 100 IU/ml pacrnop sa unjexrupalbe Bo narpoH

2. KBAJIHTATI,IBEH II KBAHTLITATI4BEH COCTAB

1ml co4pNra i00 ru rzHcyJrr4H xyMaH (co norexro o4 perou6uHaHrHa,{HK npoltBeAeHa oa E. coli).

E4eu rarpoH coApxu 3 ml exnunareHr Ha 300 ru pacrBopJrr.rB r,rHcyJuIH.

3a xolrrrerna lrncra Ha eKcr{r{nr.reHcr,I Br{Aere aen 6. 1.

3. OAPMATIEBTCKA OOPMA

Pacrnop ea nHjerrupalbe Bo narpoH.

Humulin R e crepureu,6uerap,6e:6oeu, BoAeH pacrBop Ha xyMaH vncyrruH.

4. KJIHHIIIIKI{ KAPAKTEPIICTI{KI4

4.1 Tepanenrcrc[ rrHAHKaIIuu

Tepanuja Ha narlr4eHru co lujaderec MeJrr{ryc Ha Kor{ r{M e rorpe6eH HHcyJrIiH 3a oApxyBarbe Ha

xoMeocTa3a Ha rnyKo3ara.

4.2 ,{ornpan'e rr HaqrrH Ha aAMuHT{crpaqnja

.IIogHpalbe

,{osaraja oApeAyBa AoKropor, clopeA norpe6ure Ha [allrreHror.

II e d uj amp uc rca n onyn at4uj a

Heua 4ocrauuu uuQopuaquu

Hacsu-EasauaEsgrpaqgie

Humulin R no narpoHu e HaMeHer caMo sa cy6xyranu uujexrraparba co rreHKairo sa noneftexpaura
ynorpe6a.

florxoxsara aAMr,rHncrparlujarpe6a Aa ce r,BBeAe Bo Ha.4JraKrnqa, 6yronu .[orr{eH. oaue
MecTa Ha aAMHHT{CTpaUr4a Tpeoa Aa ce MeHyBaaT, raKa rxro eAHo r.rcro
oA eAHarx MeceqHo co qelt Aa ce HaMurJrH pr,r3r{r(or oA Jrr,rnoAr{crpoSuja

e noqecTo
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llpu agvmnucrpaquja ua 6ulo rcoj nu4 ua Xyrrrynun, rpe6a Aa ce BHr{MaBa Aa He ce BJIe3e Bo KpBeH caA.

flocle lrujexruparre sa 6ulo roj ua4 Ha HHcyJrHH, Mecroro Ha aAutrnucrpallnja He rpe6a Aa ce Macl4pa,

flaqueHrure rpe6a 4a ce eAyqr{paaT IrpaBr,rJIHO Aa rr,r Koprrcrar rEnjexquoHr,rre TexHr{Kr{.

Cexoe RaKyBarse coApxr.{ ynaTcTBo 3a riaqpreHT co HHcrpyKqr,rr,r 3a Har{I,IHoT ua unjexrrapalbe Ha

14HCyJIr{HOT.

4.3 KonrpannqrrKallnu

Xunorlnreunja.

llpeocemueocr KoH aKTrrBHara cyncranquja I{rIId KoH 6r.rno r<oj oA eKcql,rnueHcnTe I{aBeAeHH Bo 4el 6,1,
co r,rcKJryqoK aKo ce ynorpe6yna KaKo AeJI oA fiporpaMara 3a AeceH3urusaquja.

Erano roja $oprvrvlaqnja sa Humulin, co ucrryqoK Ha Humulin R (pacrnoprrun), ao HHKaKBI4 oKoJIHocrI4

ne rpe6a Aa ce AaBa HHTpaBeHcKI{.

4.4 Iloce6nn npeAyrrpeAynarr,a \r MepKI{ Ha npeTna3JlnBocr

Kora ce Bp[ru ilpoMeHa Ha rr{nor uru 6peu4or HauncyrrkrH ruro fte ro npuuaar rrarllaeHTlare, ilorpe6ua e

crpora cynepnu:luja oA crpaHa Ha MeAr{rIr4HcKr,r Jlr,rqa. Ilporrreuu Bo oAHoc ua jauunata, 6peH4or
(npousno4urel), runor (pacrnopnrn, uso$au, ueruanuna), Br.{.{or Ha HHoyJII,IH (NunorIEucnrr, xyMaH,

aHaJror Ha xyMaH raucynnu) ulutm veto4or Ha npoLI3BoAcTBo (pexorvr6unanrHa ,{HK Hacnporl,I I{HcyJILIH

oA xr{BoruHcKo rroreKJro) rraoxe Aa pe3yrlTupaar co norpe6a o.{ npoMeHLI Bo Ao3ara.

Kaj nerou ilar{preHTrl, Kot4 rrpr{MaJre r,rHcyJII4H oA xI4BorI,rHcKo noreKJlo, Mo)Ke la 6ule norpe6uo
npr,rJraroAyBarbe Ha Ao3ara rrpu npeMr.rHoT Ha xyMal{ HHoyJII4I{. Aro e norpe6uo npnnaroAyBaFbe, Moxe

Aa ce clyqu yrxTe npr{ npr4MarbeTo rra RpBaTa AO3a oA HoBT.IOT HHCyJIHH r4JrU 34 BpeMe Ha [pBI,ITe HeKOJIKy

HCAEJIH I{JIH MECEqII.

Hexonry narluer{Tr{ KoH .qoxprBeaJre xnnofJllaKeMuqr{u peaKqrrH nocJle rpanc$ep oA I,IHoyJILIH co

xgBorr{HcKo noreKJro Har4rrcyrrrlr oA qoBeqKo noreKJlo npujanurte AeKa paHI4Te npeAynpeAyBr{Kl4 3HaIII4

Ha xr4[orJrr4xerr.ruja 6ule noualKy r{3pa3er{[ HILI pasrplqHu, oA oHHe sa6enexeHl,I r<aj nperxo4Hlaor
xnBorr.rHcKr,r HHcyJrHH. Kaj onrne rarIr4eHTI{, raj xon rmrneunjata e sua.rajno no4o6peua, [pl{Mep
narlpreHTr,r Ha raHrerr3prBnpaHa r,rHcyJrr4HcKa tepanuja, Moxe Aa usry6ar HeKoI,I uIlr4 cI4Te

npe.4ynpeAyBalrKrlr cr{MnToMr.r 3a xr{rrorJrr{Kervruja u rpe6a 4a ce coBeryBaaT cooABeTHo. ,{pyru cocroj6u
KaAe paHvre npeAynpeAyBaqKr4Te cr{MnroMu Ha xr{norflureuujata ce pagJrr4qHlr rlJln [oMaJIKy LI3pa3eHI4

BKnyrryBaar AoJro rpaelbe na 4rzja6eror, lluja1ermuno sa6onynarbe Ha HepBr4Te unl4 neKoBI{ KaKo luro ce

6era 6noraropu. Axo He ce Koperupaar xr4IIorJIuKeMHcKr{Te H xr4nepruIHKeMI,IcKI,ITe peaKIII4I4 Moxe Aa

AoBeAar go ry6n'ror lla cBecr, KoMa HJII,{ cMpr.

Vnorpe6a Ha r{eurAeKBarHlr Ao3r,r r{Jrr{ fipeKr,rH ua repannjata, oco6euo r<aj LtHcynun-3aBl{cHl{or gwja6er,

Moxe Aa AoBeAe Ao xr{nepfrvreuuja v gvtjaierutlla KeToaul{Ao3a; cocroj6u xou ce noreuqujaluo
JIETAJIHI,I.

Tepanujara co xyMaH I{HoyJILI}I Moxe Aa npeArcBl4Ka nojana

orKoJrKy npn ynorpe6a Ha npoql4creH )KI'IBorI'IHoKI'I I{HcyJIHH.

llorpe6ute 3a r4HcyJrr{H Mo)Ke 3HarIHTeJIHo .{a ce npoMeHaT ripn

IIa alITI,ITeJIa, HO CenaK CO nOHI{3OK TI4Tap

?a
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ua xunoSusaraHrra Ha rI,IpoI4AIIara xJIe3Aa, KaI(o 14 npl4 peHaJII{o

xHaTa xJIe3Aa,



florpe6rare 3a r{HcyJrrlH Moxe Aa ce 3roJreMar 3a BpeMe ua 6orecr vrurrpr4 eMoI{I{oHaJIrIu norpecu.

florpe6a oA npr{JraroAyBarbe Ha r,rHcyJruHcKara Ao3a Moxe Aa ce janu AoKoJIKy nalllleHror ro npoMeHI{

HrrBoro Ha Susnura aKTIIBHocT Hru soo6uqaellara Al4era.

flaqueurure Mopa Aa Ao6ujar r,rHcrpyKrlr{r4 KoHrr,rHyr{paHo Aa ro MeHyBaar Mecroro Ha unjexrupa}be 3a

Aa ce HaMaJrr,r pr{3uKor o4 parroj Ha JrunoAr4crpo$uja H KoxHa aMIIJIoI{Ao3a. flocrou noreuqujaleu
pr.r3r,rK oA oArroxeHa ancopnquja Ha r,rHcyJrHH n BJrorueHa TJII,IKeMLIT{Ha KoHrpoJIa KaKo pe:yJlrar Ha

nujerrupane Ha rlHcyJrrlH Bo Mecrara co oBr4e peaKur.rrd. Euna npujaneHa xl4llorJll4xeluuja npu ueua4ejna

npoMeHa Ha Mecroro Ha uujexruparbe Ha He3acerHaro Mecro. Ce npenopauyBa cJIeAeIbe Ha rJlyKo3ara Bo

KpBra rro npoMeHa Ha Mecroro na unjexrnpau,e v Moxe Aa ce 3eMe npeABI,IA npl{JlarcAyBa}be Ha Ao3ara
ua anruguja6eruquu JIeKoBII.

Korr.r6uuauuja na xwas raucyrprF co nuoruura:on

llprajanenu ce cnyqar4 Ha cprleBa uucyQuqnenquja rora ilrroHrura3osor 6ur ynorpe6err no xonr6nHaqlrja

co r.rHcyJrr.rH, oco6eno Haj naqueuru co pr{3r{K $arropu sa parnoj Ha cpr{eBa LrHcySuqueHqrlja. Tpe6a 4a
ce BHHMaBa ua oroj Saxr xora ce nJraHr{pa'repanuja co ron6usaquja ol, rII4orJII4Ta3oH tI xyMaH I{HcyJIuH.

Aro ce Kopucrrr sarca xor\46uuaguja, naIIHeHTr{Te rpe6a 4a ce ua6ry.uyaaut sa MoxHa nojana Ha 3HaIII'I

r4 cuMrrroMu 3a cprleBa uHcy$uquenquja, srorenryBarbe Ha reJrecHa relr(LrHa I4 eAeM. Aro ce sa6ereNar
3Harln Ha BJroruyBarbe Ha cprleBure cr{MrrroMr{, repanujara co nuorJrrrrul3oH rpe6a Aa ce rrpeKuHe,

I4Hcrpyr<uura ea ynorpeba u parc)'salbe

3a Aa ce cnperrr4 MoxeH rrpeHoc Ha 6orecru, ceroj narpou rpe6a Aa ce KopI{crI{ caMo oA crpaHa Ha eAeH

rrarlr4eHT, nypv u aKo prrJrara Ha [oMafaJloTo e npoMeHeTa.

lleHxara xou rpe6a Aa ge rqpucrar co Humulin R natponn

flarpouure rpe6a 4a ce Kopucrar caMo Bo xorvr6uHaqr.rja co Lilly r{HcyJII4HcKI4 neHKaJIa sa nonefterpatra
ynorpe6a ra ue r:pe6a Aa ce ynorpe6ynaar co Apyru rreHK{ura sa norelterparHa ynorpe6a 1urciku
TOqHOCTa Ha Ao3r,rpalbeTo He e yrBpAeHa co Apyrn neHKaJIa.

Cne.{rusocr

Co qen Aa ce noAo6pr{ cJreAJrr4Bocra Ha 6raorourru JreK, r{Mero pr ceprrcKuor 6poj Ha aAMaHHcrpI{paHI{or

npor43BoA rpe6a rrrultareJrHo Aa SpIAe ganraruau.

Ercuunuencu

Oaoj rr.re.quqr.{HcKu rrpon3BoA coApxrr{ rroMaJrKy oA 1 mmol HarpnyM (23 mg) Ha Ao3a, o.qHocHo e

reHepaJrHo "6e3 Harplryu".

4.5 Hureparcquja co Apyrr JreKoBIr IIJIH Apyrr Qoprvrn na uureparquja

Herou JreKoBpI ntmjaar nps uera6oll{3Mor Ha rJlyKo3ara, ropaAr4 Ilrro Bo cl'Ire Ha KOpHCrebe

Apyrr.r JreKoBI{ KaKo AoAaroK Ha xyMaHlror I{HcynuH norpe6ua e KoHcyJl BI,I,4ETE AEJI

4.4).flopaan oBa Aoxropor rpe6a Aa fLI3eMe IIpeABIaA clIre MoxHI{
nparxyBa rrarIpIeHTHTe sa 6uro KaKBI'I Ao[oJIHI4TergHI.I JIeKoBH KoH rll 8*F*6N"e;B
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llorpe6ure 3a uHcyJrr{H Moxe ,qa ce 3roJleMar npI,I yllorpeba sa uerou lIeKoBH co xHneprJII4KeMI,IqHo

4ejcrno, KaKo turo ce rJryKoKopruKor4Ar{, Tr{por{AHpr xopMoHrr, xopMoH ga pacr, AaHa3oJI, 6erat-

cuMnaroMr4Merr,ruu (naxo ruro ce pHroApI{H, car6yTauon, rep6yranuu), rmasugu.

llorpe6ure 3a lrHcyJrHH Moxe Aa ce HaMaJIar Bo npucyclBo Ha oApeAeHI4 JIeKoBH co xHnoTJIHKeMLMHo

4ejcrno, KaKo opalrHu xr{fiorJlr,rKeMrrrlu, caJIpIupIJIarH (np. aqernlaalil4uvrltHa xnceruHa), oApeAeHI{

aHruAenpecznu (uonoaur,rHo oKcrrAa3a usxu6utopn), uexolr aHrproreH3liH KoHBeprlrparlKn eH3r{MI4

(AI{E) uHxu6uropra (ranrotpur, eHaJraIIpI{JI), auruotengun II peqenrop 6ronaropu, He-ceJIeKrHBHI{

6era-6noxaropr{ H aJIKoxoJL

AHanogu:re Ha coMarocrarun (oxrpeoruA, laupeoru4) Mox(ar u aa ja 3roJleMar v ga ja HaMaJIar

norpe6ara ga vncy lrkrlr'.

4.6 (Deprn.nurer, dpenaeuocr n Aoerbe

Ocodeno e BaxHo Aa ce oApxu .qo6pa KoHrpoJIa Bp3 narlueHrr{Te rperr.rpaHr{ co vncytrvH (rEucynrEH-

3aBr{ceH HJrr,r recrarlucrcu guja6er) no TeKor Ha 6peueuocta. florpe6nre 3a HHcyJIun o6r,rqno ce

HaMaJryBaar 3a BpeMe Ha npBHoT Tpr4MecTep, a ce 3folreMyBaaT 3a BpeMe Ha BTopr4oT I4 Tperr.ror

rpuMecrap o4 6perraeHocta. llaunenru co 4uja6er rpe6a Aa ro H3Becrar JleKapor AeKa ce 6peueHu unu
nranrrpaar 6peuenocr.

04 eceuqrEjanHa BaxHocr raj 6peuenra )KeHI,I co guja5er e BHLIMaTeJIeH

KaKo r,r Ha onrrrroro slpasje.

Kaj naqueHrxr{ oo guja6er xola 4ojat Moxe Aa ce jaeu norpe6a o,4

r.,rHcyJrr,r H u I uttu Auer ar a.

MOHHTOpTIHT Ha lJIr4KeMr,rJ aTa,

npI4JIaroAyBaH,e HA AO3aTa Ha

yBarbe r4

HeKOJTKy

4.7 Blrnjauue npr cnoco6nocra 3a Bo3elbe Ir ynpaByBalbe co MaIITI{Htr

Cnoco6nocra Ha naqr{eHror 3a KoHrleHrparluja u pearuparbe Moxe Aa 6u4e HapyrxeHa KaKo pe3yJlTar Ha

xprnorJruKeMuja. Bareara coctoj6a Moxe Aa frpecraByBa pr,r3r{K Bo cuTyaqul{ KaAe oBI{e cnoco6uocrpr ce

oA roireMo 3Haqerue (np. no:erue aBroMo6I.IJI unH ynpaByBalbe co uaruuHa).

Ilaquenrrare rpe6a 4a ce coBeryBaar Aa npeB3eMar MepKr'r Aa ce Hs6erHe xr4nofilnneuuja 3a BpeMe Ha

Bo3elbe, ona e oco6eHo BzDKHo raj oHue naIIIIeHTLI KoI{ HMaar HaMaiIeHa HJII,I orcycrBo Ha cBecHocr 3a

npeAynpeAyBaqKr{Te 3HarIH Ha xr.rilorJlrlreuuja vnv r4Maar qecul eIIH3oAI{ Ha xl4norJll{reuuja.
flpenopaHara 3a no3erbe Bo oBI4e ycJIoBI{, rpe6a nuultareJlHo Aa 6Ia4e pa:rle4aHa.

4.8 Hecananu eQenru

XrEnorluxerr.ruja e najuecro HecaKaHo gejcrno oA L{HcyJlI{HcKara repanuja xoe [aIII{eHror co 4I,rja6er
Moxe Aa ja 4oxlree. Teurra xr{rrorJrr4KeMuja noNe Aa IoBeAe go ry6uror Ha cBecra, I4 Bo eKcrpeMHI4

cJrr{au, crr,rpr. He Moxe Aa ce o.4peAr.r QpercneHqrajata co roja ce janyna xHnofJrr{KeMujam, 6wlejku
vcruta 3aBr{crr oA Acara Ha r4HcyJIr.rH 14 Apyrn Samopn, npl,lMep pexl4Mor Ha HcxpaHa tra nalll{eHror I,I

Qusuunara aKTr{BHocr.

gecra e Rojanara Ha noxuulHa alepruja Kaj naIIHeHru (:l/100 Io <1/
qerrrarre Moxe Aa ce jaeat Ha MecToro Ha aAMuHl4ctpauuja. Coctoj
AeHoBr4 4o ueRonrcy HeAeJII{. Bo nerou cilyqav, cocroj6ara Mo}Ke /ia
wpnraryuja oA cpeAcrBara 3a xurl{eHa unu cna6a rexHLIKa ua IaHjertu

, KaKO



flojauara Ha cr{creMcna aneprnja e perKa (.:1/10,000) uo noreuqujaJrHo noceprlo3Ha, I{ rpercraByBa
rcHepaJrr{3r.rpaHa aneprr.rj a Ha lancylrr4n. Taa Moxe Aa npeAr,r3BuKa ocufl no rleJloro reJlo, HeAocraroK Ha

Bo3Ayx, cBr4perbe Bo rpaAHTe, HaMaJryBarbe Ha KpBHr4or nprrrr{coK, sadpsau nyilc ulrr4 norerLe. Teurxrare
urylr;lr Ha rcHepaJrr{supaHa anepruja Mo)Ke Aa ce oracHr,r no xr,rBoror. Bo perxure cryqau ua nojana ua
re[rKa anepuja Ha Xyrraynrlu, norpedeH e r{reH rperMaH. Moxe 4a ce jaau rz norpe6a oA rlpoMeHa Ha
ptHcyJruHor rrJrrr AeceH3r{:rusaquj a.

llotuarrcy qecra e Jrr{rroAr{crpoSnja Ha Mecroro ua uHjernrpane (>1/1,000 ao <1/100).

KoNHU 14 rrorKolxHr{ rKr4BHH HapyruyBa}ba: @per$enquja "uenorHara"i KoxHa aMr4Jror,rAo3a

KoNHH n norrcoxHz rrusHr,r uppyuysalba:
Jluno4ucrpo$uja w KoxHa aMI,IJIoI4Ao3a Moxe Aa ce jaaar Ha Mecroro Ha uujemuparLe u o.qJroxeHa
JIoK€uIHa ancopnqr,rja Ha I{HcyJIrIH. KournnyupaHo MeHyBa}be Ha Mecroror sa uujerrupa}be Ha AaAeHoro
uogpauje oa uHjexrzpalbe Moxe 4a ja Hanraru r,urn cnpequ uojanara Ha oBr.re peaKrlr{u (Ilzaere aet 4,4).

flpujaneuu ce cJlf{au Ha eAeM npl{ HHcyJrr{ucra reparuja, ocodeno aKo nperxoAso cla6ara vrera6olHa
KoHrpoJra e no4o6pena co r{HreH3r{Bupana r4HcyJrr{HcKa repauuja.

llpuj aeyearbe Ha r\4 oxH a HecaxaH r.r peaxurarl

llpujanynarrero Ha MoxHI,I HecaKaHI,I peaKrlrru no Ao6usarbe na o4o6peHrre 3a craBarbe Ha JreKor Bo
npoMer e MHory BaxHo. OaosvroNyna KoHTr4HyHpaH MoHHTopr4Hr na nopucr/pugux 6alancor Ha
MeAI{qLIHcKI,Ior npoH3BoA. OA 3ApaBcrBeHHre pa6orHnrlu ce 6apa la ru npr,rjanynaar cure MoxHtr
HecaKaHH pealr:'lur no HaqIaoHa.nHuor rIeHTap ea $aprraanoBurr{JraHqa npu Areuquj ara 3a JreKoBr{ rr
MeAITI{IIHcKI4 cpeAcrBa (yr. Cn. Kllpun u Mero4uj 6p. 54 rcar 1) trJrr{ rro eJreKrpoucmu lar lpexy ne6
crpaHara ua AreHqujara M.

4.9 Ilpegosuparre

Vucylwuure HeMaar crpofu ge$uunquu 3a npeAo3r{pawe, 1ugejftu cepyrracxr4re KoHr{eHrparlr4r..r Ha

rJlyKo3ara ce p*yJlrar Ha KoMTIJIeKcHI{ IlHTepaKqura nouefy HHcyJrHHcKr4re HrlBoa, npucycrBoro Ha

rJIyKO3a I,I ApyrH trlera6oruqxu IlpoqecH. XrEnorlureuuja uoxe Aa ce janu KaKo pe3yJlrar Ha Br{ruoK Ha
t4HcyJrr{H noBp3aH co BHecor Ha xpaHa H Tporrerbero ua euepruja.

Xunornurceuujara lroxe Aa e acorlr4paHa co rpoMaBocr, rou$ysuja, nurn:arar\ur4. ruaso6orrca, norerbe rr
nonpaftame.

flpu opanHa a4Mnnr4crpaguja na HIyKo3a urfir Ha Apyrrr meftepra Moxe Aa ce jauat 6,naru enzso1.r Ha

xunornlmeuuja.

Kopexqlrja Ha yiuepeHo re[rKa xr,rlorJrr{KeMuja uoNe Aa ce nocrr.rfHe co r{HTpaMycKyJ:rrra uttu norKoxHa
aAMuHl,rcrparlujaua ur)rKafoH, [pocJreAeHa co opaireH nuec na jarlexnqputtt, Kora [aqr{eHTor e AoBoJIHo
onopaBeH. flaqlresrure Kor{ He AaBaar oAroBop Ha fJryKaroH Mopa Aa npr4Mar pacrBop Ha uryxo3a
I{HTpaBeHCKH.

Axo laqueuror e Bo KoMaro3Ha cocroj6a, rJryr(aroHor rpe6a ga ce aAM

rrorKoxHo. Bo cexoj cryuaj, AoKoJrKy rJryKaroHor He e AocraneH r.rJru rrarlr4

norpe6ua I HHTpaBeHcra annuxaquja Ha rJryKo3a. Ha6p:o rrrroM ce ocBecrr{,
<rr.r drA,} 1^:* x/-A'l h;< i {x.d \A fi! !
7 z, \^,kflh/ #. g
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5.1

MoNso e Aa Aojre Ao notpe6a 3a oApxJrr.rB jarnexr.r4pareH BHec n oncepnaqllja 6ngejku
xr{rrorrrr{KeMujar:a uoxre 4a ce janu fio otll4rreAHo K.IIHHTIqKo onopaByBalbe.

OAPMAKOTOIXKU KAPAKTEPIICTPIKII

(Dapuarco.quHaMcKIr KapaKTepI{crI{KIr

(DaprraarorepaneBrcKa rpyna: Llucyluuu H anafiosv sa nnjer<.tllrpalbe, co 6pso .4ejcrno.
ATC r<o.u: A10A B01.
Humulin R e npenapar Ha r,rHcyJIHH co 6pso 4ejcrno,

Ilpurr,rapHa aKrr,rBHocr Ha r,rHcyJrr4Hor e peryxaqwjanailIyKo3Hnor rr.rera6orugana.

,{onomrure.nHo, r{HcyJrHHr,rTe noceAyBaat ana6orprrKr4 r4 aHrur-xata6oJruqKu ,qejcrna nps o.qpe4eH 6poj
pa3Jrr.rqHr{ rKilBa. Bo rraycr<yrtnoro TKraBo ja sroneuynaaT KofiHqr4Hara Ha r.IrHKoreH, MacHr4 Kr.rceJrr4Hr4,

fJrr{qepoJl vr nporeprHcKara cr,rHTe3a I4 flpeB3eMarbero Ha aMprr{oKHceJIHHpr, a ia HaMaJryBaar

HrrlKofeHoJIvIguta, fJlyKoHeorel{e3aTa, KeToleHe3ara, TIIaIIoJIT{3ara, IIporeI4HcKI,Ior xara6ontgan 14

npou3BoAcTBoTo Ha aMpIHoKI,ICeJII{HI{.

Tplnuqszor npo$un Ha aKrr{BHocr (xpunara Ha yrl4nl,I3aqnjana rrryrosa) nocJle norKoxHa uujercqraja Ha

r,rHcyJurH e r.rJrycrpHpaHa noAoJry co Ae6erra nunraja. Bapujaquure KoH Moxe Aa rr.r Aoxr.rBee naqpreHror
Bo BpeMe ulunu uvreH3nrer H,a vHcytrr4mcKara aKTr{BHocr ce r{JrycrpupaHu co 3aceHuena peruja.
Llw.gunupyalruara napuja6runocr rte sasucu o4 Saxropnre KaKo roJreMHHa Ha Ao3ara, reMneparypa Ha

Mecroro Ha raujemupawe u $usuuKa aKTHBHocr Ha IIaI{pIeHTor.

HumulinR

11-FrrrrT-FTTYrt-i
21212U2830tt9i6

Bpeme (uaconu)

@ap*raxonuHercKrr KapaKTepLIcrIrKH

Oapnaaror<uHerr.rKara Ha aHcylrvtr He nnlrjae npr uera6o;rrr3Mor ua onoj xopMoH. Ilopa4u oBa, 3a Aa ce

npor{eHr.{ aKTr4BFrocra Ha nHcyJrr,rHor, rrocooABeTHo e Aa ce ucnrrraar KpHBI4Te Ha ytunusaguja ua

firyKo3ara (xaxo urto e npI,IKilKaHo norope).

5.3 llpe4lc.nnnnrrKn roAaroqu ga 6er6eAnocr

Xyl.rynuHor e xyMalr r4ncylrnr IIpoH3BeIeH no Rar Ha pexoru6uHaHTHa rexn
roKcr,rKoJlouKr,r cryAr,rr4 He ce rrpujaneuu cepI4o3HI,I HecaKaHH AejcBa.
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noK€DKaJr MyrareH no cepuja sa in vitro u in vivo relIeTcKIrI ToKcI4KoJIotuKI4



6, OAPMAUEBTCKII KAPAKTEPLICTIIKII

6,1 Jlucra Ha enculr[lleHcl{
M-Kpe3OJr

rJrHr{epoJI

BoAa 3a uujerquu
3a r<openquja Ha pH Mo)r(e Aa ce Kopr.rcrar xiropoBoAopoAHa KprceJrr{saulullpr HarpI{yM xI4ApoKcHA.

6.2 llnnounaru6ul.uu

flpenaparure ua Humulin ne cnaee Aa ce Merlraar co HHcyJTHHH npor.r3BeAeHl{ oA Apyrpl npol{3BoAI{reJIH
prlrlj co vHcyJtr4Hrr oA xrrBort4HcKo IIoTeKJIO.

6.3 Porc na yuorpe6a

Hqtnompe6eu nampou
3 rornsrE.

Ilocne eaemuyaante U.a nampouom eo neryrca"tomo

28 rcua.

6.4 IIoce6Hu Mepnr{ 3a rlyBalbe

Hqtnompedeu nampou

,{a ce .ryna no SpuNu4ep (2'C-8'C). ,{a ue ce 3aMp3HyBa. ,{a He ce rr3JloxyBa Ha npexyMepHa rouILIHa
Hr,rry Ha Ar4peKrHa coHqeBa cBeTJII{Ha.

Ilocne euemuyeatue ua nampouem eo neurcaromo

,{a ce vy'na Ha reMneparypa noA 30'C. [a He ce qyBa no Spuxu4ep. fleuranoro co BMerHar IIarpoH He

rpe6a ga ce rryBa co npuKarreHaurra.

6.5 Ilpupoaa H coApxnua Ha rraKyBarbe

3 ml cycneuszja no [arpoH (craxlo mn 1) co ryMeH KJrHrr Ha AHoro H Ar.IcKoBrIAeH 3arBapaq Ha BpBor
(ryueu). flarynarre co 5 narponu.

6.6 Iloce6uu rpeAyrpeAyBarba 3a orcrpaHyBalbe H pal(yBabe

I4rnnre ce 3a eAHoKparHa yilorpe6a. Orcr:paHyBarbero Ha r,rrJrrrre rpe6a ga 6u\e ua oAroBopeH Har{LIH.

Huure u neHxaJrara ue rpe6a Aa ce ynorpe6ynaar oA crpaHa Ha nosefte ruqa. llarpouure rpe6a ga ce

Kopr4crar AoAeKa He ce ncnpa3Har, rroroa cooABerHo rpe6a 4a ce orcrpaHar. Euro xoj Heynorpe6en
MeAr,rrIHHCKr4 npOr43BOA r.rJrH OTnaAeH rr4arepuja"n rpe6a ga 6u4e orcrpaueT Bo corJIacHOcT co JIoKaJIHHTe

rrpoilHcH.

HHcrpyxquu sa ynorpeba u paxysalbe

3a Aa ce cnpequ MoxeH rrpeHoc na 6orecrr.r, ceroj narpou rpe6a 4a ce

naIIr{eHT, Aypv],I aKo HrJraTa Ha noMafaJloTo e IIpoMeHeTa.
Kopr,rcTr{ caMo oA crpaHa Ha eAeH

flarpouure rpe6a aa ce Kopr.rcrar caMo Bo rorvr6r.traquja co Lilly HHcyJI parHa
ynorpe6a r.r He 'rpe64 ;!a. ce ynorpe6ynaar co Apyfl4 IIeHKaJIa 3a|j'"1"

ror{Hocra Ha Ao3l4parqgro..He e yrBpAeHa co Apyru [eHKaJIa.,1 .,rJ{. .'.t..,
,':i. :lCr;;t -.*
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a) lloArorosKa lra Ao3a

flarpouure urro ja coAp)fiaT XyrrrynrlH P Qoptrrylaqujana ne 6apaa'r pecycneHAuparbe H Mo)I(e Aa ce

ynorpe6ar caMo aKo pacrBopor e 6ucrap, 6es6oeH, 6es npucycrBo Ha IlBpcrrr, Br4AIrLrBv naprI4KyJII{ H

HaJTIIKyBa Ha BO.4a.

flarpounre ce raKa guzajnupauu rrrro He Ao3BorryBaar MerJrarbe Ha Apyrl4 vraylrvrrr4 Bo eAeI{ narpoH,

flarpouure ne ce 4usajHlapaHH 3a noBTopHo IIoJIHelbe,

CleAere rr,t ynarcrBara oA npoH3BoAHTeJIoT 3a ceKoe ner{KaJro 3a noJrHerbe Ha narpoHor, npHKaqyBaILe

Ha pt nar a r,r aAMH Hl{crplrpall e Ha vlr'cy ltvHcrara u nj enquj a.

6) I4njerruparbe Ha Ao3ara

I,Injextnpajre ja rouna:ra Ao3ara Ha HHcyJII4H KaKo IIIro Bu e npenopaqaHo oA Baruuor AoKrop I{JIH

MeAr{qr.rHcKara cecrpa oA oAAeJror sa 4uja6er. Mecrara na uujertnparre rpe6a Aa ce MeHyBaar, npu IIIro
eAHo r.rcro Mecro Aa He ce ynorpe6yna sa lttjerrHpalbe fioqecro oA e,qHalx MeceqHo.

Ceroe naKyBarbe coApxr{ ynarcrBo sa ynorpe6a, co I,IrrcrpyKqIIIr 3a HaqHHor ua uHjerrltpalbe Ha

nHcyJII{HOT.

7. HOCKITEN HA ONOEPEHIIE 3A CTABAIbE HA JIEKOT BO IIPOMET

(Daprvra Tpej4 4ooen, yir. AHroH llonos 6p. lll-3,1000 Crrlonje, Peny6lur<a CenepHa Mare4onuja

8. FPOJ HA OAOEPEHpIE 3A CTABAIbE HA JIEKOT BO IIPOMET

l5-7756112

9. AATyM HA frpBo OIOEPEHTTE 3A CTABATbE HA JIEKOT BO IPOMET/ AATyM
HA OEHOBA HA OIOFPEHI4ETO 3A CTABAIbE I{A JIEKOT BO IPOMET

,{aryu Ha nocJre4Ha o6Hoea Ha o4o6peuueTo 3a craBarbe Ha JIeKor Bo npoMer: 26.02,2013

10. AATYM. HA NOCJIEAHA PEBIT3LIJA HA

Mai2024


